California Medical Device Y&
Recall Information

Recall Name

GE Healthcare Recalls
Engstrom Ventilator and Aespire View, Aisys, and Avance Anesthesia Machines
Due To a Potential Safety Issue

Recall Date Product Description Recalling Firm Recall Reason
10/16/13 e Engstrdom Ventilator | GE Healthcare, LLC. | Unresponsive
Madison, WI buttons on the
e Aespire View display of Engstrom
Anesthesia Machines Ventilator and
Aespire View, Aisys,
e Aisys Anesthesia and Avance
Machines Anesthesia
Machines. This may
e Avance Anesthesia result in inability to
Machines access menu

functions and delays
in treatment.

Recall Class Product Identification Distribution Affected Dates
I Follow the link below to view: | CA, nationwide Manufactured
between:
Affected Product Serial
Numbers April 23, 2013 and
July 22, 2013.

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/Safety/Recalls/ucm371091.htm



file://dhsfdbprod01/groups/Drug/DMSRU/Recalls/Recalls_ERU_format/2013/Device/Class%20I/GEHealthcare_EngstromVentsAnesthesiaMachines_ButtonDefect_101613/CA%20Recall%20Info%20Sheet/fdbMrGEH4a.pdf
file://dhsfdbprod01/groups/Drug/DMSRU/Recalls/Recalls_ERU_format/2013/Device/Class%20I/GEHealthcare_EngstromVentsAnesthesiaMachines_ButtonDefect_101613/CA%20Recall%20Info%20Sheet/fdbMrGEH4a.pdf
http://www.fda.gov/Safety/Recalls/ucm371091.htm

